§892.1

892.5650 Manual radionuclide applicator sys-
tem.

892.5700 Remote controlled radionuclide ap-
plicator system.

892.5710 Radiation
block.

892.5730 Radionuclide brachytherapy source.

892.5740 Radionuclide teletherapy source.

892.5750 Radionuclide radiation therapy sys-
tem.

892.5770 Powered radiation therapy patient
support assembly.

892.5780 Light beam patient position indica-
tor.

892.5840
tem.

892.5900 X-ray radiation therapy system.

892.5930 Therapeutic x-ray tube housing as-
sembly.

therapy beam-shaping

Radiation therapy simulation sys-

Subpart G—Miscellaneous Devices

892.6500 Personnel protective shield.

AUTHORITY: 21 U.S.C. 351, 360, 360c, 360e,
360, 371.

SOURCE: 53 FR 1567, Jan. 20, 1988, unless
otherwise noted.

Subpart A—General Provisions

§892.1 Scope.

(a) This part sets forth the classifica-
tion of radiology devices intended for
human use that are in commercial dis-
tribution.

(b) The identification of a device in a
regulation in this part is not a precise
description of every device that is, or
will be, subject to the regulation. A
manufacturer who submits a pre-
market notification submission for a
device under part 807 cannot show
merely that the device is accurately
described by the section title and iden-
tification provision of a regulation in
this part but shall state why the device
is substantially equivalent to other de-
vices, as required by §807.87.

(c) To avoid duplicative listings, a ra-
diology device that has two or more
types of uses (e.g., use both as a diag-
nostic device and a therapeutic device)
is listed in one subpart only.

(d) References in this part to regu-
latory sections of the Code of Federal
Regulations are to chapter | of this
title 21, unless otherwise noted.

21 CFR Ch. | (4-1-98 Edition)

§892.3 Effective dates of requirement
for premarket approval.

A device included in this part that is
classified into class Ill (premarket ap-
proval) shall not be commercially dis-
tributed after the date shown in the
regulation classifying the device unless
the manufacturer has an approval
under section 515 of the act (unless an
exemption has been granted under sec-
tion 520(g)(2) of the act). An approval
under section 515 of the act consists of
FDA'’s issuance of an order approving
an application for premarket approval
(PMA) for the device or declaring com-
pleted a product development protocol
(PDP) for the device.

(a) Before FDA requires that a device
commercially distributed before the
enactment date of the amendments, or
a device that has been found substan-
tially equivalent to such a device, has
an approval under section 515 of the
act, FDA must promulgate a regula-
tion under section 515(b) of the act re-
quiring such approval, except as pro-
vided in paragraph (b) of this section.
Such a regulation under section 515(b)
of the act shall not be effective during
the grace period ending on the 90th day
after its promulgation or on the last
day of the 30th full calendar month
after the regulation that classifies the
device into class 111 is effective, which-
ever is later. See section 501(f)(2)(B) of
the act. Accordingly, unless an effec-
tive date of the requirement for pre-
market approval is shown in the regu-
lation for a device classified into class
111 in this part, the device may be com-
mercially distributed without FDA'’s
issuance of an order approving a PMA
or declaring completed a PDP for the
device. If FDA promulgates a regula-
tion under section 515(b) of the act re-
quiring premarket approval for a de-
vice, section 501(f)(1)(A) of the act ap-
plies to the device.

(b) Any new, not substantially equiv-
alent, device introduced into commer-
cial distribution on or after May 28,
1976, including a device formerly mar-
keted that has been substantially al-
tered, is classified by statute (section
513(f) of the act) into class Il without
any grace period and FDA must have
issued an order approving a PMA or de-
claring completed a PDP for the device
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before the device is commercially dis-
tributed unless it is reclassified. If
FDA knows that a device being
commerically distributed may be a
““new’’ device as defined in this section
because of any new intended use or
other reasons, FDA may codify the
statutory classification of the device
into class Il for such new use. Accord-
ingly, the regulation for such a class
111 device states that as of the enact-
ment date of the amendments, May 28,
1976, the device must have an approval
under section 515 of the act before com-
mercial distribution.

§892.9 Limitations of exemptions from
section 510(k) of the Federal Food,
Drug, and Cosmetic Act (the act).

The Food and Drug Administration’s
(FDA’s) decision to grant an exemption
from the requirement of premarket no-
tification (section 510(k) of the act) for
a generic type of class | device is based
upon the existing and reasonably fore-
seeable characteristics of commer-
cially distributed devices within that
generic type. Because FDA cannot an-
ticipate every change in intended use
or characteristic that could signifi-
cantly affect a device’s safety or effec-
tiveness, manufacturers of any com-
mercially distributed class | device for
which FDA has granted an exemption
from the requirement of premarket no-
tification must still submit a pre-
market notification to FDA before in-
troducing or delivering for introduc-
tion into interstate commerce for com-
mercial distribution the device when:

(a) The device is intended for a use
different from its intended use before
May 28, 1976, or the device is intended
for a use different from the intended
use of a preamendments device to
which it had been determined to be
substantially equivalent; e.g., the de-
vice is intended for a different medical
purpose, or the device is intended for
lay use where the former intended use
was by health care professionals only;
or

(b) The modified device operates
using a different fundamental sci-
entific technology than that in use in
the device before May 28, 1976; e.g., a
surgical instrument cuts tissue with a
laser beam rather than with a sharp-
ened metal blade, or an in vitro diag-

§892.1110

nostic device detects or identifies in-
fectious agents by using a
deoxyribonucleic acid (DNA) probe or
nucleic acid hybridization technology
rather than culture or immunoassay
technology.

[54 FR 13831, Apr. 5, 1989]
Subpart B—Diagnostic Devices

§892.1000 Magnetic
nostic device.

resonance diag-

(a) ldentification. A magnetic reso-
nance diagnostic device is intended for
general diagnostic use to present im-
ages which reflect the spatial distribu-
tion and/or magnetic resonance spectra
which reflect frequency and distribu-
tion of nuclei exhibiting nuclear mag-
netic resonance. Other physical param-
eters derived from the images and/or
spectra may also be produced. The de-
vice includes hydrogen-1 (proton) imag-
ing, sodium-23 1imaging, hydrogen-1
spectroscopy, phosphorus-31 spectros-
copy, and chemical shift imaging (pre-
serving simultaneous frequency and
spatial information).

(b) Classification. Class I1.

[53 FR 5078, Feb. 1, 1989]

§892.1100 Scintillation (gamma) cam-
era.

(a) Identification. A scintillation
(gamma) camera is a device intended
to image the distribution of radio-
nuclides in the body by means of a pho-
ton radiation detector. This generic
type of device may include signal anal-
ysis and display equipment, patient
and equipment supports, radionuclide
anatomical markers, component parts,
and accessories.

(b) Classification. Class 1.

[55 FR 48443, Nov. 20, 1990]

§892.1110 Positron camera.

(a) Identification. A positron camera
is a device intended to image the dis-
tribution of positron-emitting radio-
nuclides in the body. This generic type
of device may include signal analysis
and display equipment, patient and
equipment supports, radionuclide ana-
tomical markers, component parts, and
accessories.
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